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Company Profile

Reed Technology and Information Services Inc.
Philadelphia Headquarters: 

7 Walnut Grove Drive 
Horsham, PA 19044

Washington Operations: 
Alexandria, VA

www.ReedTech.com
+1-215-441-6466

47 years of experience; founded in 1961
Over 900 employees 
Business unit of LexisNexis and Reed Elsevier

http://www.reedtech.com/
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Company Profile (continued)

Reed Tech
A recognized leader in providing content 
and life cycle management solutions

Industries Served
Life Sciences
• Over 110 manufacturers entrust their labeling conversion 

and content management to us
• Life cycle management for SPLs
• Prepare, harmonize and convert PIM documents

Federal Government
Since 1970, the U.S. Patent and Trademark Office has contracted 
solely with us for publication of patent applications and granted 
patents, spanning 11 consecutive contract awards
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Reed Tech Commitment

We are devoted to the highest standards of 
quality, service and security

Quality
• ISO 9001:2000 certified since 2001
• We keep our knowledge current

HL7 Technical and Process Teams 
(and various sub-teams)
FDA Regulations and Training Events
Industry Association participation

Service
• Turn around times that meet your needs

Standard, Expedited and Emergency delivery options
Security
• Electronic Systems, Data, Facility and Staff security
• Encrypted data transfer via secure portal
• Data backup and disaster recovery
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Reed Tech SPL Experience

Based on Reed Tech Core Competencies
• XML Creation and Knowledge

180,000 XML authored pages per week
• Content Composition

2005 Entered the SPL market at inception
• Human Health Prescription SPL (Oct 2005)

2006 Expanded - Physicians Labeling Rule 
• Human Health Prescription SPL-PLR (Jun 2006)

2008 Expanded - eDRL
• Human Health (Prescription & OTC), Animal Health, Biologics
• eDRL Pilot Program (SPL-LCR, SPL-REG, SPL-LL in R4 format)

Over 3,500 SPL conversions delivered to date,
includes all types of SPL submissions
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SPL Life Cycle – Your Challenge

+ Registration and Listing
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Reed Tech’s SPL Solution

Sponsor

Submission

FDA

2

Upload Data

1

4

3

Paper
Forms

5

SPL-LL

SPL-REG

SPL-LCR
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FDAAA and SPLFDAAA and SPL
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Industry “Jargon”

CoL Content of Labeling
D-U-N-S Data Universal Numbering System

by Dun & Bradstreet 
eDRL electronic Drug (Establishment) Registration 

and (Product) Listing
ESG Electronic Submissions Gateway
FDAAA FDA Amendments Act
FEI FDA Establishment Identifier (Registration Number)
FPI Full Prescribing Information
GUID Global Unique Identifier
PI Package Insert
PDP Principal Display Panel
PLR Physicians Labeling Rule
SPL Structured Product Labeling
XML eXtensible Markup Language
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SPL’s Expanding Impact

2005 Introduced
Human Health Prescription: SPL (Oct 2005)

2006 Expanded – Physicians Labeling Rule 
Human Health Prescription: SPL-PLR (Jun 2006)

2008 Expanded – CBER and Pilot Program
eDRL Pilot Program: SPL R4 (Jul 2008)
Biologics/Vaccines CoL: SPL R3 (Oct 2008)

2009 Expanded – eDRL Mandate
Human Health (Prescription & OTC), Biologics, 
Animal Health: SPL R4 (Jun 2009)
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Current SPL Types

SPL-Original

SPL-PLR

• Highlights

• TOC

• Full Prescribing Information

NLM DailyMed –
4,121 published HHP SPLs 

(11/21/08)
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SPL’s Expanding Impact  (continued)
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SPL’s Expanding Impact  (continued)
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The “New and Expanded” SPL

• SPL-LCR
NDC Labeler Code 
Request (Form 2656)

• SPL-REG
Establishment Registration 
(Form 2656)

• SPL-LL
Product Listing and 
Labeling 
(Forms 2657, 2658) HL7 SPL Standard

SPL-LCR
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FD
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SPL-LL

C
D
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, C

B
ER

, C
VM

 
G

uidance
3 SPL Implementations, 
using 1 SPL Standard
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SPL-LCR (Labeler Code Request)

Data Collection
• Data Mapping from Form 2656 
• New Data

Labeler D-U-N-S Number
Labeler Contact Person name and information

• Submit an SPL-LCR for each NDC Labeler 
Code (even if you have one, it  populates the 
new FDA SPL database)
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Form 2656 Extracted Data

Form 2656

Contact? 
Name and 
Phone

Other 
Names
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SPL-LCR Required Data   (Reed Tech Data Collection Form)

From Form 2656 New Data
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SPL-LCR Rendered View 
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Labeler Code Comparison

Paper Electronic

Author
MS Word /

Adobe Acrobat
Reed Tech Excel

Data Collection Form

Submission Paper (Form 2656) 
via postal mail SPL via ESG

Frequency Upon change 
(infrequent)

Initial: prior to SPL-LL 
On-going: upon change

Noteworthy D-U-N-S Number, 
Contact Person
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SPL-REG (Establishment Registration)

Data Mapping from Form 2656 
New Data
• Registrant company and contact info
• Establishment sites, D-U-N-S Number, U.S. Agent, 

Importer, Contact Person
Submit an SPL-REG for each Registrant and its 
owned Establishments
Non-U.S. Establishments must have one U.S. 
Agent and at least one Importer
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SPL-REG Extracted Data

Contact Name 
and Phone

Date 
“7/23/2008”

Firm Name and 
Address

Registration 
Number (FEI) 
“1234567”

Business Type 
“Manufacturer”

Multiple
Forms 2656



22www.ReedTech.com

SPL-REG Required Data   (Reed Tech Data Collection Form)

From Form 2656 New Data
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SPL-REG Rendered View
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Establishment Registration Comparison

Paper Electronic

Author
MS Word /

Adobe Acrobat
Reed Tech Excel

Data Collection Form

Submission Paper (Form 2656) 
via postal mail

SPL-REG, SPL-NC, 
SPL-OOB via ESG

Frequency
Annually
(<Dec. 31)

Initial: prior to SPL-LL 
On-going: upon change 

or annually

Noteworthy

D-U-N-S Number, 
Contact Person, 

Establishment Model, 
(U.S. Agent & Importer)
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SPL-LL (Listing and Labeling)

Data Mapping from Forms 2657 and 2658 
New Data
• Manufacturing Information: Labeler, Registrant (optional), 

Establishment sites, Operations, etc.
• Product Listing: Active moiety, product size, UNII, etc.
• Marketing Information: Category, Status, Dates, etc.

Negotiation (Word version) 
One SPL-LL submitted for each Product (create submission 
policy with contractors/partners)
Product Listing is the same; Content changes per FDA Center
• CDER HHP – CoL
• CDER OTC – Drug Facts and PDP
• CDER API – Shipping Label
• CBER – CoL
• CVM – Label
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SPL-LL Extracted Data

Form 2657
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SPL-LL Required Data 
(Reed Tech Data Collection Form)

Form 2657 New DataR3 R4
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SPL-LL Rendered View 
Human Health – Prescription

Reedicon

SPL-Original

SPL-PLR (HL, TOC, FPI)
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SPL-LL Rendered View 
Biologic / Vaccine

Reedivac

SPL-Original

SPL-PLR (HL, TOC, FPI)
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SPL-LL Rendered View 
Animal Health

Reedipet
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SPL-LL Rendered View 
Human Health – OTC

Reedifed
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SPL-LL Rendered View 
Human Health – OTC 
Details

“Body” Drug Facts Text

“Body” Principal Display 
Panel Text and Image

Drug Listing Table

Mrktg. and Mfg. 
Information Table

Product Image (future)

Title

Pkg/Carton 
Image 

(.PDF, other)

Form 
2657 + 
other 

sources

Text (.DOC)
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Product Listing Comparison

Paper Electronic

Author
MS Word /

Adobe Acrobat
Reed Tech Excel

Data Collection Form

Submission
Paper 

(Form 2657/2658) 
via postal mail

SPL-LL via ESG

Frequency
Upon change or 
semi-annually 

(June, Dec.) if change

Initial: for public awareness 
On-going: upon change or 

semi-annually if change

Noteworthy Labeler & Establishment, 
Mrktg/Mfg Info, SRS UNII
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SPL Life Cycle – Your Challenge

Content Owner Responsibilities 
• Monitor labeler code, establishment and listing changes
• Update SPL as appropriate
• Resubmit SPL 

SPL Version Control
• Version number
• GUIDs
• Dates
• Etc.

Manage Multiple Versions
• Internal corporate version (website, collateral)
• FDA “Center Review” version for approval 

Parallel submissions
• NLM DailyMed and Drugs@FDA public versions
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SPL Life Cycle – Your Challenge (continued)

Code Drug
Name

Dosage
Form Strength Code Pkg Count A B* C D

01 Bottle 10 #1
02 Bottle 50 #2
03 Bottle 100 #3
04 Bottle 10 #4
05 Bottle 50 #5
06 Blister 10 #6
07 Blister 50 #7

* Matches Form 2657

75 MG

SPL "Grouping" (TBD)

#12222 MyDrug Tablet 75 MG

3333 MyDrug GelCap

#2

#3

#1

#2

NDC Package CodeNDC Product Code

#11111 MyDrug Tablet 25 MG
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Reed TechReed Tech’’ss 
SPL SolutionSPL Solution
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Reed Tech’s SPL Solution – 5 Easy Steps

1. Collect Source Content
(Forms 2656, 2657, 2658, and Labeling)

2. Populate Data Collection Forms 
(We do it or you do it)

3. Upload Data to Secure Portal
4. Receive and Confirm SPL
5. Submit SPL
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Reed Tech’s SPL Solution 
1. Collect Source Content

Reed Tech Support – 
Always Available
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Reed Tech’s SPL Solution 
2. Populate Data Collection Forms 

Reed Tech Support – 
Always Available
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Reed Tech’s SPL Solution 
3. Upload Data to Secure Portal

Sponsor
2

Upload Data

1

3

Paper
Forms

Reed Tech Support – 
Always Available
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Reed Tech’s SPL Solution 
4. Receive and Confirm SPL

Sponsor
2

Upload Data

1

4

3

Paper
Forms

SPL-LL

SPL-REG

SPL-LCR

Reed Tech Support – 
Always Available
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Reed Tech’s SPL Solution 
5. Submit SPL

Sponsor

Submission

FDA

2

Upload Data

1

4

3

Paper
Forms

5

SPL-LL

SPL-REG

SPL-LCR

Reed Tech Support – 
Always Available
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Reed Tech Solution Features

Sponsor only needs MS Internet Explorer to transfer data 
and view SPL
Service model easily supports one or multiple client sites
Reed Tech will:
• Provide easy-to-use data collection forms
• Accurately transfer Labeler information into 

SPL XML structure, e.g. GUIDs, effectiveTimes
• Check presence/format of data values, e.g. D-U-N-S number, 

phone, email
• Control SPL Versions and Life Cycle Management 

(version number, GUIDS, effectiveTime, etc.)
• Convert SPL R3 to R4 format
• Validation Cross Check SPL-NDC / SPL-REG / SPL-LL
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Reed Tech Solution Features (continued) 
Importance of Validation Cross Check 

FDA Repository

SPL-LL

SPL-REG

SPL-LCR

••• •••
Labeler Code

Company
DUNS #

•••

1234
Reed Tech
884918947

•••
SPL-LCR

SPL-LCR

SPL-REG
SPL-REG

••• •••
Establishment

DUNS #
Operation
Operation

•••

Reed Tech Mfg
230792756
Manufacture

Relabel
•••

••• •••
Labeler Code

Company
DUNS #

•••
Establishment

DUNS #
Operation

•••
•••

1234
Reed Tech
884918947

•••
Reed Tech Mfg

230797256
Manufacture

•••
•••

Validation

Cross Check

Pass Validation? NO!
Why? DUNS # Error
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Reed Tech Solution Features (continued)

Reed Tech will:
Perform rigorous validation (automated and human expertise)
• Terminology
• FDA Tier 1 Schema/Parsing
• FDA Tier 2 Business Rules
• Reed Tech Value Added Business Rules
• Customer Specific Business Rules

Apply FDA Regulation and Terminology updates within 
1 day of FDA posting
Provide Ongoing Life Cycle Management
Provide SPL submission via ESG

Reed Tech is now creating SPL Revision 4 documents for the FDA 
eDRL Pilot Program
All SPLs submitted to date have successfully passed FDA validation
You benefit from Reed Tech’s SPL Subject Matter Expertise, 
Technology, and Delivery
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Outsourced Solution vs. Purchased Software

Outsourced Solution: 
• Easiest for your Regulatory and IT staff 
• Leverages Reed Tech’s Subject Matter Expertise
• Highly cost-effective
• Secure, accurate, and on-time
• Reacts immediately to FDA guidance changes 

Purchased Software:
• High purchase/maintenance costs 
• Installation/validation time and costs 
• Regulatory and IT Training necessary
• Potential delays of version updates 
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Beyond the FDA mandate, 
what value does your 

SPL XML provide?
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XML Reuse for Downstream Manufacturing and 
Marketing Publishing

Pharma

Agency
Submission

FDA

SPL-LL
(Labeling & Listing)

NLM
DailyMed

Mfg
Package Insert
Container Label
Pkg Label

Mktg
Advertising
Collateral 
Web Page

SPL-REG
(Registration)

SPL-NDC
(Labeler Code)

Print-ready 
Material

Web-ready 
Material

Labeling & Listing 
LabelConvert
LabelCompare
SPL-PLR Rewrite
Proof Reading
Consulting

Registration 
SPL Creation
Validation
Cross Check

Publishing (pdf, html…) 
Package Insert
Container & Pkg Label
Product Web Page
Advertisement
Collateral
Proof

LabelSentinel
(SPL Monitor/

Download)

 Electronic
Submissions

Gateway
(ESG)

Data
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SPL Content Repurposed

Print-ready 
formatted output 
– e.g. PDF, Adobe 

InDesign

Web-ready
– e.g. HTML, XHTML
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Reed Tech’s SPL Solution – What Sets Us Apart?

Extensive Regulatory Knowledge
• FDA Rules, Guidance, and Pilot Program
• Changes implemented within one day

Associations
• HL7, DIA, RAPS

Real World SPL Experience
• Over 110 Customers; over 3,500 SPLs

Industry Leading Customer Support
• “John, Grace, Gary, and team”

Strong Technology
• XML, Validation, GMP

Quality, Timely, and Cost Effective
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Questions and Answers
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AppendixAppendix
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FDA SPL Reference Sites 

FDA SPL Website
• SPL-Original, SPL-PLR, and SPL R4 information

(Guidance for Industry, Implementation Guides, Schema & 
Stylesheet, Resource Links, etc.)

http://www.fda.gov/oc/datacouncil/spl.html

FDA SPL-PLR Reference Website
Comprehensive collection of SPL-PLR reference information 

(Press Release, Summary, Q&A, CFR Rule, Guidance for 
Industry, Examples, etc.)

http://www.fda.gov/cder/regulatory/physLabel/default.htm

FDA CONTACTS
• Help: spl@fda.hhs.gov
• New Drug Applications: Lonnie Smith, +1-301-594-0011 
• Abbreviated New Drug Applications: Koung Lee, +1-301-827- 

7336 

mailto:spl@fda.hhs.gov
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SPL Reference Sites 

NLM DailyMed Website
View or download published SPLs

http://dailymed.nlm.nih.gov/dailymed/about.cfm

FDA Electronic Submissions Gateway Website
Setup an ESG account

http://www.fda.gov/esg/

FDA Data Council Home page
Sign up for email updates

http://www.fda.gov/oc/datacouncil/

Dun & Bradstreet Website
View or create your DUNS number

http://www.dnb.com/

http://dailymed.nlm.nih.gov/dailymed/about.cfm
http://www.fda.gov/esg/
http://www.fda.gov/oc/datacouncil/
http://www.dnb.com/
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Mark Bayer – VP, Business Development
mbayer@reedtech.com +1-215-441-6408

John Lorenc – Supervisor, Life Sciences Services
jlorenc@reedtech.com +1-215-441-6358

Ben McGinty – Sr. Director, Business Development
bmcginty@reedtech.com +1-215-441-6466

Gary Saner – Sr. Manager, Information Solutions-Life Sciences
gsaner@reedtech.com +1-215-441-6454

Reed Tech Contact Information

mailto:mbayer@reedtech.com
mailto:jlorenc@reedtech.com
mailto:bmcginty@reedtech.com
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